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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



7,244,435 B2 
07/17/2007 



PATENT 



Issued: 



Name of Patentee: Lai 

Title of Invention: "DNA VACCINE EXPRESSING HA1 OF EQUINE-2 INFLUENZA" 

Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 

ATTENTION: Decision and Certificate of Correction 



1 . It is noted that the errors appear in this patent of a clerical nature or character, as more fully 
described below. A certificate of correction is requested. 

2. Attached hereto, in duplicate, is Form PTO/SB/44, with at least one copy being suitable for 
printing. 

3. The errors occur in the patent: 

• Column 16, line 66 the word "Eruend's" should be -Freund's- . ft 



Branch of the Patent Issue Division 



REQUEST FOR CERTIFICATE OF CORRECTION OF PATENT 
FOR PTO MISTAKE (37 C.F.R. § 1.322(a)) 



Column 17, line 16 the word "eukaxyotic" should be -eukaryotic- 



Column 17, line 8 the word "equip" should be -equid- 




Column 18, line 1 the word "meted" should be -method- 



Column 18, line 14 the word "grain" should be —gram- 



Request for Certificate of Correction of Patent for PTO's Mistake (37 C.F.R. § 1 .322)-page 1 of 2 



It appears that the errors are due to PTO printing mistakes. The correct wording is shown in the 
amendment mailed November 29, 2006 and allowed by the Examiner in the Notice of Allowance 
dated March 13,2007. 



4. Please send the Certificate to: 
R. Alan Weeks 

Fellers, Snider, Blankenship, Bailey & Tippens, P.C. 
321 S. Boston Ave., Suite 800 
Tulsa, OK 74103-3318 



5. It is believed that no fee is due for this Certificate of Correction. If, however, a fee is determined 
to be due, please charge the fee to Deposit Account 06-0540. 



A duplicate of this request is attached. 



Respectfully submitted, 



Date: <\l\ol ^J^cC L^.J^ 



R. Alan Weeks 
Fellers, Snider, Blankenship, Bailey & 
Tippens, P.C. 

321 South Boston, Ste. 800 
Tulsa, OK 74103-3318 
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PATENT NO.: 7,244,435 B2 
APPLICATION NO.: 10/826,929 
ISSUE DATE: 07/17/2007 
INVENTOR(S): Lai 

It is certified that an error appears or errors appear in the above-identified patent and that said 
Letters Patent is hereby corrected as shown below: 



• Column 16, line 66 the word "Eruend's" should be -Freund's-- 

• Column 17, line 8 the word "equip" should be -equid- 



• Column 17, line 16 the word "eukaxyotic" should be -eukaryotic- 

• Column 18, line 1 the word "meted" should be -method- 

• Column 18, line 14 the word "grain" should be --gram-- 



MAILING ADDRESS OF SENDER(Please do not use customer number below): 

R. Alan Weeks 

Fellers Snider, et al. 

321 South Boston, Ste. 800 

Tulsa, OK 74103 

This collection of information is required by 37 CFR 1.322, 1 .323, and 1.324. The information is required to obtain or retain a benefit by the public which is to file (and 
by the USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 1.0 hour to complete, 
including gathering, preparing, and submitting the completed application for to the USPTO. Time will vary depending upon the individual case. Any comments on the 
amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and 
Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS 
ADDRESS. SEND TO: Attention Certificate of Corrections Branch, Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450 
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PATENT NO.: 7,244,435 B2 
APPLICATION NO.: 10/826,929 
ISSUE DATE: 07/17/2007 
INVENTOR(S): Lai 



It is certified that an error appears or errors appear in the above-identified patent and that said 
Letters Patent is hereby corrected as shown below: 



• Column 1 6, line 66 the word "Eruend's" should be -Freund's- 

• Column 17, line 8 the word "equip" should be --equid- 
• 

• Column 17, line 16 the word "eukaxyotic" should be -eukaryotic- 

• Column 1 8, line 1 the word "meted" should be -method- 

• Column 18, line 14 the word "grain" should be -gram- 



MAILING ADDRESS OF SENDER(Please do not use customer number below): 

R. Alan Weeks 

Fellers Snider, et al. 

321 South Boston, Ste. 800 

Tulsa, OK 74103 

This collection of information is required by 37 CFR 1.322, 1.323, and 1.324. The information is required to obtain or retain a benefit by the public which is to file (and 
by the USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 1.0 hour to complete, 
including gathering, preparing, and submitting the completed application for to the USPTO. Time will vary depending upon the individual case. Any comments on the 
amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and 
Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS 
ADDRESS. SEND TO: Attention Certificate of Corrections Branch, Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450. 



(Also Form PTO-1050) 
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CERTtSgATE OF M^ING UNDER 37 CFR 1.8 

I hereby cern^J^^^gj^^frespondence and any document 
referred to as being^rtached thereto is being transmitted via 
facsimile to Examiner Salvoza M. Franco in Art Unit 1648 in 
the U;S. Patent Office' at fax Unumber 571-273-8300, on 
November 29, 2006. 



Stacy E. Jenkins 
(Name of person sending paper) 




(Signature) 
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



In re patent application of: 

Serial No.: 

Filed: 

Confirmation No.: 
Title: 

Group Art Unit: 
Examiner: 



Alexander LAI 
10/826,929 
04/16/2004 
1334 

DNA Vaccine Expressing HA1 of Equine-2 Influenza Virus 
1648 

Salvoza, M. Franco 



Mail Stop Amendment 
Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313^1450 

AMENDMENT 

Dear Sirs: 

Introductory Comments 

This paper is filed in response to the Office Action mailed June 29, 2006. Additionally, 
please consider this to constitute a Petition for Extension of Time for two months. Please 
charge the Extension of Time fee to the credit card for Applicants' attorneys of record. 
PTO Form 2038 is attached in duplicate. If any additional fee is required by virtue of the 
filing of this paper, please also consider this a general authorization to charge Deposit Account 
No. 06-0540 for the same. 
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Amendments to the Claims are indicated by the notation "currently amended" in the 
listing of claims beginning on page 3 of this paper. 

There are no Amendments to the Specification or Drawings 
Remarks begin on page 7 of this paper. 
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Amendments to the Claims 



The following is a complete listing of all claims in the application, with an indication of 
the status of each; this listing of claims will replace all prior versions, and listing, of claims in the 
application. 
Listing of claims: 

1 . (Currently amended) A vaccine for equine influenza virus, comprising: 

an effective immunizing amount of an isolated DNA, the isolated comprising sequences 
that encode at least a fragment of an HA1 protein from which HA2 is absent, the sequences 
being from a strain of equine-2 influenza virus; and 

a pharmacologically acceptable carrier or diluent. 

2. (Previously presented) The vaccine according to claim 1, wherein the strain of equine-2 
influenza virus is selected from the group consisting of A/Eq/Kentucky/98, A/Eq/Miami/63, 
A/Eq/Kentucky/81, A/Eq/Fontainebleau/79, A/Eq/Kentucky/94, A/Eq/Newmarket/2/93, 
A/Eq/New York/99, and A/Eq/Oklahoma/2000. 

3. (Previously presented) The vaccine according to claim 1, wherein the strain is 
A/Eq/Kentucky/98. 
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4. ( Previously presented) The vaccine according to claim 1, wherein the sequences that encode 
an HA1 protein from which HA2 is absent comprise the nucleotide sequence of SEQ ID NO: 1 . 

5. (Original) The vaccine according to claim 1, further comprising one or more of the group 
consisting of additional antigenic components, encoding sequences for additional antigenic 
components, and other vaccines. 

6. (Previously presented) The vaccine according to claim 1 , further comprising a vector 
containing the sequences that encode an HA1 protein from which HA2 is absent. 

7. (Original) The vaccine according to claim 6, wherein the vector is a eukaryotic expression 
vector. 

8. (Original) The vaccine according to claim 7, wherein the vector is selected from the group 
consisting of pcDNA3.1/V5-His-TOPO and pVAXl. 

9. (Original) The vaccine according to claim 1, further comprising an adjuvant. 
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10. (Original) The vaccine according to claim 9, wherein the adjuvant is selected from the group 
consisting of complete Freund's adjuvant, incomplete Freund's adjuvant, saponin, mineral gels, 
surface active substances, pluronic polyols, polyanions, peptides, oil or hydrocarbon emulsions, 
keyhole limpet hemocyanins, and dinitrophenol. 

11. (Canceled). 

12. (Previously presented) The vaccine according to claim 1, further comprising a liposome into 
which the sequences that encode an HA1 protein from which HA2 is absent is encapsulated. 

13. (Original) A method of inducing an immune response against equine influenza virus, 
comprising administering to an equid an effective immunizing amount of the vaccine of claim 1 . 

14. (Previously presented) The method according to claim 13, further comprising the steps of 
inserting the sequences that encode an HA1 protein from which HA2 is absent into a vector and 
delivering the vaccine intranasally into the respiratory tract. 

15. (Original) The method according to claim 14, wherein the vector is a eukaryotic vector. 
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16. (Original) The method according to claim 15, wherein the vector is selected from the group 
consisting of pcDNA3.1/V5-His-TOPO and pVAXl. 

17. (Previously presented) The method according to claim 15, wherein the vector is a liposome. 

18. (Original) The method according to claim 13, wherein the vaccine is administered at a 
dosage of at least 0.01 .mu.g DNA per gram of body weight. 

19. (Original) The method according to claim 13, wherein the vaccine is administered at a 
dosage falling within the range of 0.001 jug DNA per kilogram of body weight to 0.01 jag DNA 
per gram of body weight. 
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REMARKS 

Claims 1-10 and 12-19 are currently pending in the application. By this amendment, 
claim 1 is amended. The foregoing separate sheets marked as "Listing of Claims" show all the 
claims in the application, with an indication of the current status of each. 

Claim Rejections: 35 USC § 112, second paragraph 

Claims 1-10 and 12-19 stand rejected under 35 USC § 112, second paragraph, as 
indefinite. This rejection has been addressed by the amendment of claim 1, which applicant 
submits resolves any potential ambiguities therein. 

Claim Rejections: 35 USC § 103 

The Examiner has rejected of claims 1, 2, 3, 4, 6, and 7 under 35 USC § 103(a) as 
obvious over Olsen et al. (hereafter "Olsen") in view of Lai et al. (hereinafter "Lai"). This 
rejection is traversed . 

Initially, the references do not combine to teach all of the claimed elements. The 
Examiner has noted that the specification defines HA1 as "comprising SEQ ID NO: 1," and 
interpreted this as meaning that HA1 includes SEQ ID NO: 1, and possibly more. The Examiner 
then contends that that Lai teaches that "L39914 [is] a fragment or portion of SEQ ID NO: 1." 
From this the Examiner reaches the conclusion that claim element of "an HA1 protein from 
which HA2 is absent," is satisfied. Applicant respectfully points out that nothing the Examiner 
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has shown provides a teaching of, "an HA1 protein from which HA2 is absent." As the 
Examiner points out, the word "comprising" is an open form. In the present case however, claim 
1 was previously amended to explicitly exclude HA2. Therefore "an HA1 protein from which 
HA2 is absent ," would need to actually be shown in the prior art, rather than relying on language 
from the specification to infer this limitation from references that do not teach it. 

Secondly, even if the references did combine to teach all of the claim elements, there is 
no motivation to combine these references. The MPEP at §2143.01 states that "[t]he mere fact 
that references can be combined or modified does not render the resultant combination obvious 
unless the prior art also suggests the desirability of the combination." On page 5 of the current 
Office Action, the Examiner states that "Lai et al teaches that the sequences are from equine-2 
influenza virus, and ultimately for use in vaccines." Applicant submits that there is no support 
for this statement in Lai. 

The only mention of HA1 sequences in Lai is in the context comparing different equine-2 
influenza viruses with one another in order to generate a phylogenetic tree. Claim 1 is directed 
to a vaccine for equine influenza comprising isolated DNA sequences that encode HA1 protein 
from which HA2 is absent. There is no suggestion in Lai that an HA1 sequence, in the absence 
of HA2, could or should be used as DNA in a vaccine. Furthermore, there is no indication that 
there would be a reasonable expectation of success if the HA1 sequence were so used. The only 
reference to vaccines in Lai is to the use of whole viruses. 
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Therefore, it is clear that no motivation may be found in the references themselves for the 
combination of Lai and Olsen. Further, as shown, even when combined, the references do not 
teach all elements of claim 1. For these reasons, the rejection of claim 1 should be withdrawn. 

Claims 2-10 and 12-19 depend from and further limit claim 1. Thus, for at least the 
reasons above, these claims should be allowable over the cited art as well. 



In view of the foregoing, it is requested that the application be reconsidered, that claims 
1-10 and 12-19 be allowed, and that the application be passed to issue. 

Should the Examiner find the application to be other than in condition for allowance, the 
Examiner is requested to contact the undersigned at 918-599-0621 (fax: 918-583-9659; email: 
aweeks@fellerssnider.com) to discuss any other changes deemed necessary in a telephonic or 
personal interview. 



Conclusion 
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A request and payment for a two-month extension of time accompanies this paper. If any 
additional fees are required, please charge any deficiencies in fees to Attorney's Deposit Account 
No. 06-0540. Please credit any overpayment of fees to the same account. 

Respectfully submitted, 



November 29. 2006 
DATE 

Reg. No.: 36,050 

Tel. No.: (918)599-0621 

Customer No.: 22206 




SIGNATURE OF PRACTITIONER 

R. Alan Weeks 



321 S. Boston Ave.. Suite 800 
Tulsa. OK 74103-3318 
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Determination of Patent Term Adjustment under 35 U.S.C 154 (b) 

(application filed on or after May 29, 2000) 

The Patent Term Adjustment to date is 0 day(s). If the issue fee is paid on the date that is three months after the 
mailing date of this notice and the patent issues on the Tuesday before the date that is 28 weeks (six and a half 
months) after the mailing date of this notice, the Patent Term Adjustment will be 0 day(s). 

If a Continued Prosecution Application (CPA) was filed in the above-identified application, the filing date that 
determines Patent Term Adjustment is the filing date of the most recent CPA. 

Applicant will be able to obtain more detailed information by accessing the Patent Application Information Retrieval 
(PAIR) WEB site (http://pair.uspto.gov). 

Any questions regarding the Patent Term Extension or Adjustment determination should be directed to the Office of 
Patent Legal Administration at (571)-272-7702. Questions relating to issue and publication fee payments should be 
directed to the Customer Service Center of the Office of Patent Publication at l-(888)-786-0101 or 
(571)-272-4200. 
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Application No. . Applicant(s) 

10/826,929 LAI, ALEXANDER 

Examiner Art Unit 

M. Franco Salvoza 1648 

- THe MAILING DATE of this communication appears on the cover sheet with the correspondence address- 

All claims being allowable, PROSECUTION ON THE MERITS IS (OR REMAINS) CLOSED in this application. If not included 
herewith (or previously mailed), a Notice of Allowance (PTOL-85) or other appropriate communication will be mailed in due course. THIS 
NOTICE OF ALLOWABILITY IS NOT A GRANT OF PATENT RIGHTS. This application is subject to withdrawal from issue at the initiative 
of the Office or upon petition by the applicant. See 37 CFR 1.313 and MPEP 1308. 

1 . £3 This communication is responsive to applicant's reply filed 1 1/29/06 . 

2. The allowed claim(s) is/are 1-10 and 12-19 . 

3. □ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a) □ All b) □ Some* c) □ None of the: 

1. □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No. . 

3. □ Copies of the certified copies of the priority documents have been received in this national stage application from the 

International Bureau (PCT Rule 17.2(a)). 
* Certified copies not received: . 

Applicant has THREE MONTHS FROM THE "MAILING DATE" of this communication to file a reply complying with the requirements 
noted below. Failure to timely comply will result in ABANDONMENT of this application. 
THIS THREE-MONTH PERIOD IS NOT EXTENDABLE. 

4. □ A SUBSTITUTE OATH OR DECLARATION must be submitted. Note the attached EXAMINER'S AMENDMENT or NOTICE OF 

INFORMAL PATENT APPLICATION (PTO-152) which gives reason(s) why the oath or declaration is deficient. 

5. □ CORRECTED DRAWINGS ( as "replacement sheets") must be submitted. 

(a) □ including changes required by the Notice of Draftsperson's Patent Drawing Review ( PTO-948) attached 

1) □ hereto or 2) □ to Paper No./Mail Date . 

(b) □ including changes required by the attached Examiner's Amendment / Comment or in the Office action of 

Paper No./Mail Date . 

Identifying indicia such as the application number (see 37 CFR 1.84(c)) should be written on the drawings in the front (not the back) of 
each sheet. Replacement sheet(s) should be labeled as such in the header according to 37 CFR 1.121(d). 

6. □ DEPOSIT OF and/or INFORMATION about the deposit of BIOLOGICAL MATERIAL must be submitted. Note the 

attached Examiner's comment regarding REQUIREMENT FOR THE DEPOSIT OF BIOLOGICAL MATERIAL. 




Attachment(s) 

1 . □ Notice of References Cited (PTO-892) 

2. □ Notice of Draftperson's Patent Drawing Review (PTO-948) 

3. □ Information Disclosure Statements (PTO/SB/08), 

Paper No./Mail Date 

4. □ Examiner's Comment Regarding Requirement for Deposit 

of Biological Material 



5. □ Notice of Informal Patent Application 

6. S Interview Summary (PTO-413), 

Paper No./Mail Date 02/16/07 . 

7. ^ Examiner's Amendment/Comment 

8. □ Examiner's Statement of Reasons for Allowance 

9. □ Other . 
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DETAILED ACTION 

Claims 1-10, 12-19 are pending and under consideration. 

EXAMINER'S AMENDMENT 

An examiner's amendment to the record appears below. Should the changes and/or 
additions be unacceptable to applicant, an amendment may be filed as provided by 37 CFR 
1 .3 12. To ensure consideration of such an amendment, it MUST be submitted no later than the 
payment of the issue fee. 

Authorization for this examiner's amendment was given in a telephone interview with R. 
Alan Weeks on February 16 and 19, 2007. 

1 . (Currently amended) A vaccine for equine influenza virus, comprising: 
an effective immunizing amount of an isolated DNA, the isolated DNA comprising sequences 
that encode at least a fragment of an HA1 protein , wherein DNA encoding from which HA2 is 
absent, the sequences being from a strain of equine-2 influenza virus; and a pharmacologically 
acceptable carrier or diluent. 

4. (Currently amended) The vaccine according to claim 1, wherein the sequences that 
e ncod e an HA1 protein from which HA2 is absent that encode at least a fragment of an HA1 
protein, wherein DNA encoding HA2 is absent , comprise the nucleotide sequence of 
SEQ ID NO: 1. 

6. (Previously presented) The vaccine according to claim 1, further comprising a vector 
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containing the sequences that e ncode an HA1 prot e in from which HA2 is abs e nt that encode at 
least a fragment of an HA1 protein, wherein DNA encoding HA2 is absent . 

12. (Previously presented) The vaccine according to claim 1, further comprising a 
liposome into which the sequences that e ncod e an HA1 protein from which HA2 is absent that 
encode at least a fragment of an HA1 protein, wherein DNA encoding HA2 is absent is 
encapsulated. 

14. (Previously presented) The method according to claim 13, further comprising the 
steps of inserting the sequences that encod e an HA1 prot e in from which HA2 is absent that 
encode at least a fragment of an HA1 protein, wherein DNA encoding HA2 is absent into a 
vector and delivering the vaccine intranasally into the respiratory tract. 

18. (Currently amended) The method according to claim 13, wherein the vaccine is 
administered at a dosage of at least 0.01 Trnthjig DNA per gram of body weight. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to M. Franco Salvoza whose telephone number is (571) 272-8410. 
The examiner can normally be reached on M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Bruce Campell can be reached on (571) 272-0974. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 



Conclusion 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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All participator > (applied/applicant 1 s representative, PTO personnel): 
( 1 ) M. Franco Salvoza . (3) 



'Application No. 



M. Franco Salvoza 



Examiner 



10/826,929 




Art Unit 



Applicant(s) 



LAI, ALEXANDER 



1648 



(2) ft Alan Weeks . 



Date of Interview: 16 February 2007 . 

Type: a)IEl Telephonic b)D Video Conference 

c)D Personal [copy given to: 1)Q applicant 2)D applicant's representative] 

Exhibit shown or demonstration conducted: d)D Yes e)S No. 
If Yes, brief description: . 

Claim(s) discussed: t 

Identification of prior art discussed: . 

Agreement with respect to the claims f)D was reached. g)D was not reached. h)KI N/A. 



Substance of Interview including description of the general nature of what was agreed to if an agreement was 
reached, or any other comments: Proposed amendments to the claim were discussed . 

(A fuller description, if necessary, and a copy of the amendments which the examiner agreed would render the claims 
allowable, if available, must be attached. Also, where no copy of the amendments that would render the claims 
allowable is available, a summary thereof must be attached.) 

THE FORMAL WRITTEN REPLY TO THE LAST OFFICE ACTION MUST INCLUDE THE SUBSTANCE OF THE 
INTERVIEW. (See MPEP Section 713.04). If a reply to the last Office action has already been filed, APPLICANT IS 
GIVEN A NON-EXTENDABLE PERIOD OF THE LONGER OF ONE MONTH OR THIRTY DAYS FROM THIS 
INTERVIEW DATE, OR THE MAILING DATE OF THIS INTERVIEW SUMMARY FORM, WHICHEVER IS LATER, TO 
FILE A STATEMENT OF THE SUBSTANCE OF THE INTERVIEW. See Summary of Record of Interview 
requirements on reverse side or on attached sheet. 




Examiner Note: You must sign this form unless it is an 
Attachment to a signed Office action. 



Examiner's signature, if required 
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